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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

Claims 1, 2, 3, 4, 5, 6, & 14 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Mathias et al. (US Patent No. 6,387,086). 

The text of those sections of Title 35, U.S. Code not included in this action can be 
found in a prior Office action of January 10, 2006. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

Claims 20 & 21 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Mathias et al. (US Patent No. 6,387,086). 

Regarding claim 20, Mathias et al. discloses a bag system for collecting a 
biological fluid comprising: 

❖ a collection device (element 10 excluding element 18); 

❖ a fluid collection bag (16) in fluid communication with the collection device; 

❖ and a sampling device (18) in fluid communication with the collection 
device, the sampling device including: at least one sampling receptacle; 
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❖ a transfer device (68 & Figure 4D) having an associating (68, 98, & 100) 
device operable to support the receptacle in a standby position in which it is 
not pierced by a needle, guide the receptacle to a transfer position in which 
it is pierced by a needle, and allow dissociation of the receptacle from the 
bag system, 

❖ wherein the bag system is capable of containing no biological fluids (See 
Figure 3). 

Examiner contends device is operable to support the receptacle in a standby 
position without being pierced by a needle, if the receptacle within supporting transfer 
device (Figure 3) were to be placed onto a horizontal surface, for instance a table or a 
caregiver's hand. 

Regarding claim 21, Mathias et al. discloses a system, wherein the receptacle (70) 
has a body having a first diameter and further comprises a closure element (84) having 
a second diameter greater than the first diameter, and wherein the transfer device 
further comprises: 

❖ a hollow guide (68) open at a front part to allow introduction of the sampling 
receptacle; 

❖ and a hollow needle (74 & Column 6, lines 52-55) in fluid communication 
with the bag system, 
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❖ wherein the hollow needle passes through a rear part of the guide so that a 
downstream part of the needle extends inside the guide and an upstream 
part of the needle extends outside the guide (Figure 4B), and 

❖ wherein the hollow needle is operable to perforate the closure element of 
the receptacle, placing the downstream part of the needle inside the 
receptacle (Figure 4B). 

Claim Rejections - 35 USC § 103 

Claims 7 - 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Mathias et al. in view of Flumene et al. (US Patent No. 5,364,360). 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action of January 10, 2006. 

Additional Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
Claim 22 is rejected under 35 U.S.C. 103(a) as being unpatentable over Mathias 

et al. in view of Flumene et al. (US Patent No. 5,364,360). 
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Regarding claim 22, Mathias discloses an association device (68) having a set of 
projections (98 &100), wherein the projections are arranged so as to be deformable by 
sliding the receptacle inside the guide, and wherein the projections are arranged so as 
to permit a reversible association of the receptacle inside the guide and the sliding of 
the receptacle inside the guide between a standby position at a distance from the 
needle and the transfer position (Figure AC & 4B). Examiner contends the receptacle 
(70) is removed, thus the projections (98 & 100) are capable of permitting a reversible 
association. Mathias, however, does not disclose a second set of projections. However, 
Flumene et al. discloses two sets of projections (12 &13), wherein at least one flexible 
projection (13 & Column 6, lines 66-67) reversibly deformable. Additionally, Flumene et 
al. discloses the first set of projections breakable under the deformation and located 
near the needle (Column 6, lines 63-65). It would have been obvious to one having 
ordinary skill in the art at the time of the invention in view of Flemene et al. to 
incorporate two sets of projections with Mathias in order to insure correctly positioning 
the receptacle. 

Additional Claim Rejections • 35 USC § 103 

Claim 23 is rejected under 35 U.S.C. 103(a) as being unpatentable over Mathias 
et al. in view of Ishida (US Patent No. 5,125,920). 

In regards to claim 23, Mathias discloses a blood collection apparatus with all of 
the aforementioned elements, but fails to disclose a collection bag and receptacle with 
at least two identification tags. However, Ishida discloses a identification tags disposed 
on the collection bag (25) and disposed on the receptacle (26 & 27 & Column 5, lines 



Application/Control Number: 10/782,077 Page 6 

Art Unit: 3736 

16-23), wherein the tags allows the establishment, after their dissociation, that both the 
collection bag and receptacle originated from the same bag system (Column 5, lines 37- 
39). It would have been obvious to one having ordinary skill in the art at the time of the 
invention in view of Ishida to incorporate identification tags on the collection bag and 
receptacle with Mathias et al. in order to avoid misidentification of the blood for safety 
purposes. 

Regarding claim 24, Mathias et al. discloses a system, wherein the hollow guide 
further comprises a cap having a tamper-evident element (17). Examiner contends that 
the guide must be hollow, since it is provided for retraction and storage of the needle 
after use (Column 4, lines 40-42). 

Regarding claim 25, Mathias et al. discloses a system, wherein the receptacle (70) 
has a body having a first diameter and further comprises a closure element (84) having 
a second diameter greater than the first diameter, and wherein the transfer device 
further comprises: 

❖ a hollow guide (68) open at a front part to allow introduction of the sampling 
receptacle; 

❖ and a hollow needle (74 & Column 6, lines 52-55) in fluid communication 
with the bag system, 

❖ wherein the hollow needle passes through a rear part of the guide so that a 
downstream part of the needle extends inside the guide and an upstream 
part of the needle extends outside the guide (Figure 4B), and 
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❖ wherein the hollow needle is operable to perforate the closure element of 
the receptacle, placing the downstream part of the needle inside the 
receptacle (Figure 4B). 

Additional Claim Rejections - 35 USC § 103 

Claim 26 is rejected under 35 U.S.C. 103(a) as being unpatentable over Mathias 
et al. in view of Ishida (US Patent No. 5,125,920) and further in view of Flumene et al. 
(US Patent No. 5,364,360). 

Regarding claim 26, Mathias et al. in view of Ishida discloses a system with all of 
the aforementioned elements, as well as an association device (68) having a set of 
projections (98 &100, Mathias et al.), wherein the projections are arranged so as to be 
deformable by sliding the receptacle inside the guide, and wherein the projections are 
arranged so as to permit a reversible association of the receptacle inside the guide and 
the sliding of the receptacle inside the guide between a standby position at a distance 
from the needle and the transfer position (Figure 4C & 4B, Mathias et al.). Examiner 
contends the receptacle (70, Mathias et al.) is removed, thus the projections (98 & 100, 
Mathias et al.) are capable of permitting a reversible association. Mathias, however, 
does not disclose a second set of projections. However, Flumene et al. discloses two 
sets of projections (12 &13, Mathias et al.), wherein at least one flexible projection (13 & 
Column 6, lines 66-67, Mathias et al.) reversibly deformable. Additionally, Flumene et al. 
discloses the first set of projections breakable under the deformation and located near 
the needle (Column 6, lines 63-65, Mathias et al.). It would have been obvious to one 
having ordinary skill in the art at the time of the invention in view of Flemene et al. to 
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incorporate two sets of projections with Mathias in order to insure correctly positioning 
the receptacle. 

Response to Arguments 

Applicant's arguments filed April 10, 2006 have been fully considered but they are 
not persuasive. Applicant asserts '"associating device' ... is not operable to 'support the 
receptacle in the standby position' and guide the receptacle to a transfer position'" and 
that "Mathias does not disclose these two separate positions." However, Examiner 
contends that the device is operable to support the receptacle in a standby position 
(Figure 3) without being pierced by a needle, if the receptacle within supporting transfer 
device (Figure 3) were to be tilted or placed onto a substantially horizontal surface or 
plane, for instance a table, caregiver's hand, or a substantially horizontal plane as 
suggested by Figure 2D. Examiner also asserts that there is no claim language to 
suggest how the "associating device" is "operable to support the receptacle in the 
standby position" and ultimately "guide the receptacle to the transfer position." Thus, 
Mathias et al. anticipates a transfer device having an associating device, as claimed. 

Applicant's arguments, see page 10 on Applicant's remarks, filed April 10, 2006, 
with respect to the double patenting rejection have been fully considered and are 
persuasive. The double patenting rejection of claims 1-4 & 6 has been withdrawn. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
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MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and 
any extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date 
of the advisory action. In no event, however, will the statutory period for reply expire 
later than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Anuradha Roy whose telephone number is 571-272- 
6169 and whose email address is aduradha.roy@uspto.gov. The examiner can 
normally be reached between 9:00am and 4:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on 571-272-4726. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). /Iff 
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